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composition of matter of claim 

13 

(New) A method of imaging prostate cancer in a subject 
// which comprises administering to the subject the 

A composition of matter of claim >*^> wherein the agent is 

an imaging agent under conditions permitting formation of 
a complex between the composition of matter and prostate 
specific membrane antigen, and obtaining an image of any 
complex so formed.-- 



REMARKS 

First, applicants would like to thank Examiner Stephen Gucker for 
agreeing during an April 30, 2001 telephone conference with Spencer 
Schneider of the undersigned attorney's office to consider this 
Substitute Amendment. 

Claims 114-118 and 120-127 are pending in the subject application. 
Applicants have hereinabove canceled claims 114-118 and 12 0-127 
without disclaimer or prejudice to their right to pursue the 
subject matter of these claims in a later-filed application and 
added new claims 128-144. Support for this amendment may be found 
inter alia in the specification as follows: c^aim 12£: corresponds 
to prior claim 114; page 22, lines 9-12; page 31, line 14 to page 
32, line 32; page 31, lines 6-12; page 54, lines 4-7; page 30, line 
32; page 30, lines 1-11; figure 14-1; claim 129: corresponds to 
prior claim US; page 22, lines 9-12; page 31, line 14 to page 32, 
line 32; page 31, lines 6-12; page 54, lines 4-7; page 30, line 32,- 
page 30, lines 1-11; figure 14-1; ^laimJ ifl: corresponds to prior 
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claim 116; page 22, lines 9-12; page 31, line 14 to page 32, line 
32; page 31, lines 6-12; page 54, lines 4-7; page 30, line 32; page 
30, lines 1-11; figure 14-1; claim 131: corresponds to prior claim 
117; page 22, lines 9-12; page 31, line 14 to page 32, line 32; 
page 31, lines 6-12; page 54, lines 4-7; page 30, line 32; page 30, 
lines 1-11; figure 14-1; page 53, line 20 to page 54, line 7; claim 
132 : corresponds to prior claim 118; page 22, lines 9-12; page 31, 
line 14 to page 32, line 32; page 31, lines 6-12; page 54, lines 4- 
7; page 30, line 32; page 30, lines 1-11; figure 14-1; page 30, 
lines 1-11; claim 133 : corresponds to prior claim 120; page 31, 
line 14 to page 32, line 32; page 31, lines 6-12; page 54, lines 4- 
7; page 30, line 32; page 30, lines 1-11; figure 14-1; page 30, 
lines l-ll; page 22, lines 10-11; claim 134: corresponds to prior 
claim 114; page 22, lines 9-12; page 31, line 14 to page 32, line 
32; page 31, lines 6-12; page 54, lines 4-7; page 30, line 32; page 

30, lines l-ll; figure 14-1; claim 135 : corresponds to prior claim 
115; page 22, lines 9-12; page 31, line 14 to page 32, line 32; 
page 31, lines 6-12; page 54, lines 4-7; page 30, line 32; page 30, 
lines l-ll; figure 14-1; claim 136 : corresponds to prior claim 116; 
page 22, lines 9-12; page 31, line 14 to page 32, line 32; page 31, 
lines 6-12; page 54, lines 4-7; page 30, line 32; page 30, lines l- 
11; figure 14-1; claim 137 : corresponds to prior claim 127; page 

31, line 14 to page 32, line 32; page 31, lines 6-12; page 54, 
lines 4-7; page 30, line 32; page 30, lines l-ll; figure 14-1; page 
30, lines l-ll; page 22, lines 10-11; c^fri™ 138 : page 31, line 14 
to page 32, line 32; page 31, lines 6-12; page 54, lines 4-7; page 
30, line 32; page 30, lines l-ll; figure 14-1; page 30, lines l-ll; 
page 22, lines 10-11; plaim 139 : page 31, line 14 to page 32, line 
32; page 31, lines 6-12; page 54 T lines 4-7; page 30, line 32; page 
30, lines 1-11; figure 14-1; page 30, lines 1-11; page 22, lines 
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10-11; page 17/ lines 15-25; claim 140 : corresponds to prior claim 
122; page 32, lines 16-22; claim 141 : corresponds to prior claim 
123; page 32, line 34 to page 33, line 26; claim 142 : corresponds 
to prior claim 124; page 32, line 34 to page 33 , line 26; claim 
143 : corresponds to prior claim 125; page 32, line 34 to page 33/ 
line 26; and claim 144 : corresponds to prior claim 126; page 32, 
line 34 to page 33 , line 26. This amendment does not involve any 
issue of new matter. Therefore, entry of this amendment is 
respectfully requested such that claims 128-144 will be pending. 

Rejection unasr 35 U-S.C, SJrQl 

The Examiner rejected claims 114-118 and 120-122 under 35 U.S.C. 
§101, alleging that the claimed invention is directed to non- 
statutory subject matter. The Examiner stated that the antibodies 
claimed are products of nature and do not show the hand of man. 
The Examiner stated that amending the claims to recite an isolated 
or purified antibody would obviate this ground of this rejection. 

In response, applicants without conceding the correctness of the 
Examiner's position but to expedite prosecution of the subject 
application have herein canceled claims 114-118 and 120-127 without 
disclaimer or prejudice to their right to pursue the subject matter 
of these claims in a later-filed application and added new claims 
144, In accordance with the Examiner's suggestions, new claims 128- 

139 recite U A purified antibody " [emphasis added] . Applicants 

contend that these amendments obviate the above ground of rejection 
and respectfully request that the Examiner reconsider and withdraw 
the -rej ection under 35 U.S.C. §101. - 
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Rejection under 35 U.S.C. 11 2, second par agraph 

The Examiner rejected claims 114-118 and 120-126 under 35 U.S.C- 
§112, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The Examiner stated that 
the Examiner was unable to find a definition for "an outside region 
of" prostate specific membrane antigenic polypeptide in the 
specification. The Examiner stated that given the disclosure on 
p a g es 53-54 of only a membrane spanning domain, an "outside region" 
could be interpreted as being either the inner or outer membrane 
domain of the PSM antigen as described on page 54 because either 
domain is outside of the transmembrane domain which ' appears to be 
the only domain specifically identified in the specification, i.e. 
the Examiner could not find in the instant specification any 
teachings as to the orientation of the PSM antigen other than the 
disclosure of a membrane spanning domain. The Examiner stated that 
given the lack of teaching as to the PSM antigen's orientation in 
the cell, i*e* to the location of the N-or C- terminal as being 
intracellular or extracellular, the new limitation of *an outside 
region of" is vague and indefinite for not distinguishing between 
the inner and outer membrane domains of PSM antigen. The Examiner 
stated that the grounds of this rejection could be obviated by 
amending the claims to correspond to the language of page 54, line 
5, which describes "an outer membrane domain [s] of the PSM 
antigen" . 

In response, applicants respectfully traverse the Examiner's above 
rejection because an outside region is clearly synonymous with an 
outer membrane domain, both of . which are synonymous with an 
extracellular domain. Nevertheless, applicants without conceding 
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Fa9S 9 , rhe Examiner's position and without: disclaimer 

th e correctness of the o£ che subje ct application 

or prejudice but to expedrte P«»~»»~ 

. ^ t-j^*-. lOQ.iig recite tne term ^u.i-^ 

<™" and Hates ^ above ground of rejection and respectfully 
amendment obviates the abo 9 withdraw the rejection 

request that the Examiner reconsider and 
under 35 U.S. C. 1112, second paragraph.. 

- „ n c. r s 1 1 ? | <^<-ond paragraph, 

. ^ -ia-im«3 114-118 under 35 u.s>-^-> 3J - 

^rrr^r^r finite, ^ ^ 

fecit 'transitional 

" ^rilt te ^ «* WUi, a ^ent o E 

^""".rte sTecific — e antigen havin g within its 
the prostate specr ^ ^ ^ fcb . antibody or th e 

5tn, 7: " c i aim is currently worded. The Exatainer stated 
I'tTfs suited that the claims he a TO ended to recite wording 
T the lines of An antibody which binds to an outer mentorane 
< of prostate speci^c ■ue.abrane antigenic polypeptide wherern 

domain of prostate spec* t f the prostate 

said outer -rane domain copses a Btx ^ t Le the 

specific membrane antigen having withm its structur 
consecutive amino acid sequence. 

ariolicants respectfully traverse the Examiner's above 
in response, applicants resp r synonymous with an 

rejection because -an- outside region ia -clearly syn ym 
rejection ^ synonymous with an 

outer membrane domain, ootn 
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page 10 • without conceding 

th. correctness of the * tim o£ tne subject application 

or prejudice but to expedite P~se ai3 claimer or 

hav e Hereinabove cance^ ^a^J" t ^ Qf chese 

prejudice to «»« ri*ht to p ^ ^ ^ t 

claims in a later-f ^ ^ nor lndefinit e, applicants 

el .i» X14-1X8 » l ^ t f he tran sitional language refers 

contend that xt x. clear to n „ cont end that th» 

ln newly ^ded =la, r - - nd ^ rejection and respectfully 

under 35 U.s.c. 1112, second paragraph. 

Ealesx m If 11 'T 1 r ,"'"^ . 18 '- ai 120-126 under 35 u.s.c. 

Th e Seiner ^ ^ allege£ 

a ^clonal antibod. that binds to ^column 
discloses 7E11 cs, column 13, Uns 12) 

XX. lines 27-56 and column 12, line J rf the 

whl ch .eet all the ^ ~^n~ stated in addition, 

region is anticipated by Horoszevn.cz. 

■ sta ted that applicant's arguments filed February 12, 
The Examiner stated that persuasive because 

i- „ f„n v considered but they are not v 
2001 have been fully consi definitioil for "an outside region 

of" prostate specinc aive n the disclosure on 

specification. The Ecaminer- seated that. ., 
pages 53-54 of only a membrane spanning domain, an 
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ted as being either inner or cuter membrane domam 
could be interpreted as bemg becaU se either domarn xs 

ot che PSM antigen as descried on pagej ^ ^ 

outside of the transmembrane dome- ^^ification, i.e. the 

domain ^"""^^^"L.^ specification any teaching. 
Examiner could not f ind x» the ^ ^ disclosure 

as t = the orientat.cn °*J*» J" ~ Examiner stated that given the 
of a membrane spann.n, , dom^n. orienCarion in the cel.. 

lac* of «^; ! t ; f t;; S " r c . t 9 er mi„al as being intracellular 
i.e. «, the location of the » « ouEside regl on of" 

or extracellular, the new r£Cord . The Ex aminer 

cannot be used to exclude the pr ^ be obviaced by 

stated that *™l*lJ*J^ d J tns language of page S4, line 

-^1^^: ^- me^rane domain,, of the « 



5, 

antigen. 



„*-*«nv traverse the Examiner's above 
ln response, ^n is clearly synonymous with an 

section because an a „ synonym ous with an 

outer membrane appli cants without conceding 

extracellular ^J^Z"^*" and without disclaimer 
th . ""-""^^^X^rosecution of the subject application 
or prejudge but to e^t P ^ ^.^ „ ithout 

have hereinabove canceled Q rsue the subject 

disclaimer or prejudice to , ^^J^J^ and added new 
„«.* of these claims » a lat » term „ outer 

claims 128-144. Kewly added claims 128 139J « ^ibody. As 

*™*»in » Horoszewicz discloses the 7E11 « an jr 
membrane domarn. Hor the 7E1 i-CS antibody binds 

demonstrated in Figure 3 of Horoszewic antige n. In 
„ the inner-or. cytoplasmic region «t the ^ 
contrast, the now pending claims recite an antlbo y 
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Pa9e 12 . « estate specific membrane antigen" 

an outer »e*0,ra»e *-;°' P does not anticipate no, 

(emphasis added] . Accordingly, Her concend that these 

re nder obvious the ; claimed ^ jection and respectfully 

^r^^re/^eide, and withdraw - ruction 
under 35 U.S.C. 5102(e). 

^ £ ^ S ^ Sa T J ^ i ^ S ^ta^ec| i ^lia^r^clai^^ 1*0-122 - ejected under 35 
Tne Examiner stated t } Tfae Exa mmer 

D . S .C. .102 «„, as ^" CiPa loses Q f an isolated PSM antigen with 

rrjr/::^: - «. «. - . — — — 

reacts with said antigen. 

, a that applicant's arguments filed June 17. 2000 
Ttte Examiner stated that appli persua sive. The 

ha ve been fully considered but they deolarati0 n. o£ 

Kxaminer stated that applicant argue. «J 

K^das. aodwell and ^ liability of the 

is not enabling due to the lac, ^ ^ ^ 

C5 hybridoma cell line. invention was 

.02(b) statute above ^ ^ lc use, the statute 

.escribed in a printed F^« tl, »~ £ * nQC require d th at the 
would apply. *« Examiner stated that ^ it is ^ 

mention be ^^J^ IZ the disclosure of the 
that .r 9S f E ll C anXdy should not anticipate a genus claim. 
SPeC t .a"! o«ice does not have the facilities for examining 
since the patent office a proteins of the -prior 

^Ucant's proteins with tne pryuc 
- and comparing applicant s p ^ olican ts to show an unobvious 

art reference, the burden is upon applicants 
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pa 9 e 13 . structural and . functional 

distinction between the materia , ^ ^ q£ ^ 

«eri S tic S - ^ ^ i2s2< 195 uSpQ 430 (CCP* 

^v- art citing IP Te Best., 
prior art, » usPQ 594 . 

and rii-n-T--™ al - 



1977) 



- that applicant, arguments and declarations 
T *e ^aminer stated that consid ered but they are net 

£ll ed March 2. 2000 have been and its antig en 

persuasive because Applicant argu . ^ ^ ^ the 

were not publicly available. ^ insta nt invention was 



limitations. 



, t .d that applicant's arguments filed February 12. 
Tne Examiner stated that ape persuasive because 

™ — been ^rr:::: rJE£. - p - ^n 

the Examiner was unable to fin , c polyp eptide in the 

of . prostate s P eci £ ic £ disclosure on 

specification. The Examiner a „ „ outside re9 ion» 

page s S3-S* of only a membr-e ^ ^ ^ 

could be interpreted as being because either 

domain of the ^^^TX- — " ~ 
domain is ^J^"^. laa in the specification, i.e. 

the only domain specifically specif lcatloI1 any 

the Examiner could not find than ^ 

teachings as to the orientation^ of the PS « ^ ^ 

given the lack of teachma c . cerm inal as being 

call . i.e. to ^J^ r X ^ Ration of "an outside 



i 
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Page 14 rejection could be 

Ex aminer stated that the pounds ° £ rrespond co the language of 

ob viated by TftS.TJ^- - outer — «- — l8> " 

page 54 , line => # 
the PSM antigen." 

traverse the Examiner's above 
I„ response, appli-nt. r«pec t « J synony mous with an 

potion because an « ^ ^ with an 

out er membrane domain. Bo applicants without conceding 

extracellular ^T^Zo, an, without — « 

the correctness of the Examiner e subje ct application 

or prejudice but to expedite P«-^~ ^ and ^ 20 . 12 , without 
nave hereinabove canceled e ch e subject 

disclaimer or prejudice to J f pplication and added new 

matter of these claims in a lat cne C erm -outer 

claims 128-144. Hewly L" ™* 7E11 " 

membrane domain- and not "outside 9 anCibody bindE 

CB antibody, fcs stated supra on page « the ^ ^ 

to the inner or cytoplasmic region it ^ ^tibody which 

pending claims of the ^ ^^^ ic „ antigen" 
b inds to an outside region of prosts ^ p _ ^ 

[emphasis added] . Accordingly. *- 8 * oonten d that this 

Obvious the .«^^^^««---"«~ tfUlly 



under 35 U.S.C. §102 (b) - 



^ aonW ^i ect ^miner's indication of 

Applicants hereby --acknowledge the wc 
allowable subject matter. 
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Page 14 rejection could be 

^aminer Boated that grounds =f ^ ^ language of 

page 54, j.ih<= » 
the PSM antigen-" 

•-tactfully traverse the Examiner's above 
in response, " is clearly synonymous with an 

.ejection because an °*.xd. . * ^ ^ synonymous with an 
outer membrane domain, do aDD i iC ants without conceding 

— " S ZZ s B p o S ri=n and without disclaimer 
the correctness of ^ of the 

or prejudice but to expedite pro ^ ^ u . CSouc 

hav e J^ l *^ 1<aBt .. right to pursue the subject 

disclaimer or prejudice to appli cation and added new 

matter of these claims in a lat che term -outer 

claims 13.-14*. ***** T'e^l Feng discloses the 7E11- 

m embrane domain- and not "outs.de «*■»• » antibody binds 

CB antibody. As stated supra on page S. the ^ ^ 

to the inner or cytoplasmic ^J*™^. „ .^body which 
pending cla imS Of the ^"i;^r™; tic „ antigen" 
binds to an outside regxon of P r ° 9tate P anCicl pate nor render 
(emphasis added, . Accordingly *™ ^[^ZLi that this 
obvious the claimed Section and respectfully 

under 3S U.S.C. §102 (b) - 



^ 1nwnb 1. ^iect^ ai^r Miner's indication of 

Applicants hereby acknowledge the ex 
allowable subject matter. 
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hereinabove, applicants respectfully 
Fo r the reasons set forth h withd rav the various 

re^st that - — ~ ^ solici t allows 

pounds of objects and re, ec ^ 
of the now pending claims, i.e. 



^^^^^^ re£iuest an 

Pursuant to 37 C.F.R- ■ ' issued August 22, 

2 000. A copy of tta- Pa"* : « n Disclosure Statement 

Patent Office in . connection „i th tne subject 

filed on October 20, 2000 attached to the 

application. ftn additional copy of thw pa 
amendment filed on November 24, 2O00. 

f- n Q7 090 recites as follows: 
Claim 25 of U.S. Patent No. 6,107,090 

cells, wherein said anybody ^ ^ 

thereof is selected for its ability 



cells 



Ne „ claim »7 of t>e subject application recite, as follow 
R purified antibody «nic h binds to an outer membrane 
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^ 1£i c membrane antigen, the ammo 
domain of prolate specific mem* ^ ^ jd 

acid sequence of wnicn antxgen » 



NO: 2 



a e the following count for the interference: 
Applicants hereby propose the fo 



tbere of is aele * Mhi=h blnds to an outer 

cells; or a spe ci£ic membrane antrgen, 

the ammo acid sequent 



SEQ ID NO ; 2 - 



•« the antibody alternative of claim 25 of U.S. 
The proposed count is the ntiB Y ^ appli cation. Claim 

Patent No. 6,107.090 or claim 13 ^ application 

2 5 of the patent and claims 137 ^ and Qf „ s . 

correspond to the count. ^ ^ 26 _ s0 , in addition to 

Patent No. «, 107 . 0,0 , - =1- appUcants . ne „ 

claim 25 correspond to the co correspond to the proposed 

claims 128-136. 138 "°" 144 d ° n0t 



count . 



PurS uant to 3, c. F . K . --;;- fi ;fr;.s s . rrt 1 ;: 1 ".^::: 
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Pa9e " of the notice be wt to the patentee, 

patent and that a copy of the n 

„ C » » SI. 60S, no prima facie showing 1. 
Finally, pursuant to 37 C - F " R ; e££ ective tiling date is 

retired by appli-nts E1 noe a P-can ^ ^ ^ May 6 , 

»^e t 5. X«2 3 also titled to be desisted the 

1996 . Therefore, applicants are a 
senior party in the interference. 

•m, 35 O S.C. §135(b) since less than 

lw iic^.«^'««-»^ ! r , i" i , '. m «. of — — 

one year has elapsed since t ,. sui3Stan tially the same 

^c-h^nne in advancing 
i ^ hp o£ assistance 
I£ a telephone interview would he applica „ts • undersigned 

pros ecution of the su^ect ^^^f^ther of the™ at the 
attorneys invites the Examiner to teleph 
number provided helow. 
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3 j - June o, — 

Filed ' , is deemed 

Page 18 additional claims is 

w rt4 n the $160.00 fee for aa Substitute 
NO fee, other than the J ^ fmng of ttllS ^ 

neCeSSarY l ! ^ Xn is *ere*y ^ ~ ^ ly actional 
A-ndment and No . o3 - 3 l2 5 . Hoover, if -y 

suC h fee to ^- lt t ^ tiorl is hereby «iv~ to charge 
of any such fee 



Res' 



lP ectfully submitted, 



S&£r H. ^hneider 

Attorneys for APPf 

Cooper & ^f^e Ericas 

1185 Y orr"e: Vor* 10036 
New YorK, 1N<= ;V 
(212) 278-0400 



